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REMARKS 

Claims 1-30 remain pending in the present application. 

The undersigned wishes to express thanks to the Examiner for a courteous md productive 
telephonic interview on Febmaiy 28, 2005. The above amendments to claims 1 3 a|id 24 were 
discussed vis-a-vis the cited reference. USPN 5, 147,391 to Lane. 

Applicants grate&Ily acknowledge the allowance of claims 1-12. 

Claims 13-30 stand rejected under 35 USC § 102(b) as being anticipated by Lade. The 
Examiner references Fig. 1 1 of Lane which discloses an Elgiloy (metal) frame 12 (i.e., stent) covered 
with ''a seamless tubular doth or a biological tissue or a flat bias cut cloth 58** (e.g. , Dacron). See 
Col. 7. 

Applicants have amended claim 1 3 to specify that the prosthetic heart valve consists 
essentially of a flexible stent a plurality of leaflets, and a suture-permeable connect ng band. The 
flexible stent has an undulating periphery with commissure regions on either ade oi cusp regions, 
wherein commissure tips join adjacent commissure regions and the juxtaposed comtiissure 
regions define axial spaces therebetween. The connecting band projects outward fi om the 
undulating periphery of the stent and provides an interface between the valve and surrounding 
tissue. 

In contrast, the heart valve of Lane includes the Elgiloy (metallic) fiame 12 tunounded by 
the fabric 58, leaflets, and also several other structures that render the valve less than highly 
flexible. For instance. Fig. 5 illustr^cs a rigid support ring 14 comprising an annuls r base 42. 
Perhaps more significantly, the frame 12 comprises a flat metallic ribbon described at column 6, 
lines 32-49 as follows: 

The commissures of the fiame 12 have an extremely low spring constant in the 
radial direction. The spring constant of my frame alone is approximately 3 g n/mm. As the 
valve begins to open, therefore, the leaflets can move quite readily in a radia direction, 
although they would still be constrained drcumferentially. As I will explain more fully 
below, this contributes to an effective stress-strain relationship in the leaflets which 
approximates that of living tissue. 
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The flattened shaped of the ribbon 22 gives the frame 20 the desiret 
elasticity so that the conuiiissures 24-28 can flex toward the axis of the val^ 'e 
time, the frame 20 is relativefy stiff circuntferetrtiaify so that the bending c 
commissures will be constrained to a radial direction. The frame alone car [ 
deformed because of its great elastidiy . To maintain the over all anrmlar s, 
valve 10^ the relatively rigid annular ring 14 is needed (Emphasis added) 
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Therefore, the heart valve of Lane is not highly flexible as provided by a 
in accordance with claim 13. Moreover, the metallic frame 12 covered with the 
fabric 58 alone, is not the same as a suture-penneable connectmg band 
outward from a stent. 

i^plicants therefore assert that claims 13 and its dependents are allowable 

Claim 24 has been amended to specify that the connecting band 
permeable mner memba- surrounded by a febric cover. Again, the Examiner bad 
11 of Lane in rqecting this claim. As discussed in the interview, the metallic 
highly flexible and is not suture-permeable. Moreover, Fig, 1 1 of Lane does 
connecting band for a heart valve, but instead discloses an inner strucmral fram 
fabric. The fabric is used to attach the structural frame to the remaining parts 
not a connecting band, as defined in the present application (i.e., an intereicje 
prosthetic valve and the surrounding tissue). The ftinction of the connecting band 
a sewing ring, although that tenn is not used because the band is not a ring 
connecting band may sewn to the surrounding tissue or attached with structure 
(such as, e.g., staples, dips, or adhesive). 

Accordingly, Applicants believe that claim 24 and its dq>OTdents are 
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allowable over Lane. 
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In view of the above amendments and remarks, it is submitted that this ap]iIication is now 
ready for allowance. £arly notice to this effect is solicited. If in the opinion oft ie Examiner, a 
telephone conference would expedite the prosecution of the subject application, i|he Examiner is 
mvited to call the undersigned at (773) 857-7634. 

Respectfully submitted. 
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Guy Cun^tferbatch 
Registration No. 36,114 
Telephone: (773) 857-7634 
c/o Debra Condino 
Registration No. 31,007 
Edwards Lifesciences LLC 
Law Department 
One Edwards Way 
Irvine, California 92614 
Telephone: (949)250-6803 
Facsimile: (949)250^6850 
Customer No. 30452 
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